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DETAILED ACTION 

Claim Objections 

1 . Claim 96 is objected to because of the following informalities: in the last line of the 5 th 
indented section, "bifurcate" should read "bifurcated". Appropriate correction is required. 



Claim Rejections - 35 USC §112 

2. The following is a quotation of the first paragraph of 35 U.S. C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

3. Claims 96-106 are rejected under 35 U.S.C. 1 12, first paragraph, as failing to comply 
with the written description requirement. The claim(s) contains subject matter which was not 
described in the specification in such a way as to reasonably convey to one skilled in the 
relevant art that the inventor(s), at the time the application was filed, had possession of the 
claimed invention. Claims 96, 104, and 106 all include that the cross-sectional area (CSA) of 
the distal orifice of the proximal stent when expanded is sufficiently less than that of the 
proximal end of the distal stent so as to at least partially secure together the proximal and distal 
stents. Although the instant specification includes that the proximal end of the distal stent fits 
within the distal orifice of the proximal stent, it does not disclose the CSA of either portion, either 
in dimensions or in relation to each other. Note that this limitation also appears again in claim 
98. 

4. Additionally, claims 96, 104, and 106 all claim "at least two transversely placed tapering 
portions". It appears that the specification does not have support for more than two of such 
portions and therefore "at least two" tapering portions is new matter. Claim 106 includes "at 
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least two distal orifices" on the proximal stent. This is new matter because the specification only 
supports two distal orifices on the proximal stent, not "at least two". 

5. Claim 100 includes "the composite radiographic image" and "the rotational orientation" 
which both lack antecedent basis. In line 3 of the claim, it is unclear which stent the limitation 
"the stent" refers to (proximal or distal stent?). Also, in line 6 of claim 100, "the body lumen" 
should read "the bifurcated lumen" 

6. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

7. Claims 97, 98, and 101-103 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

8. Claim 97: claim 96 includes a proximal stent having at least two tapering portions that 
extend from an intermediate portion to a distal end of the proximal stent. However, claim 97 
then goes on to claim a first intermediate and a second intermediate portion. It is unclear from 
the wording if the first and second intermediate portions are in addition to the intermediate 
portion of claim 96 or if the intermediate portion of claim 96 comprises first and second 
intermediate portions. Furthermore, the "a relatively short inclined extension" appears to be one 
of the "two transversely placed tapering portions" of claim 96 instead of an additional element as 
it is currently claimed. In other words, claim 97 includes several limitations to portions that have 
already been claimed in 96 but the claims have not been worded in a manner that makes this 
clear. Appropriate correction is required. 

9. Claim 98: similar to claim 97, claim 98 includes several limitations that appear to already 
have been claimed in 96 without making it clear that the claim is further defining these already 
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claimed elements instead of claiming additional elements. Claim 98 includes that the distal end 
of the proximal stent has first and second distal portions, each with a distal orifice. However, 
claim 96 already includes "at least one distal orifice at the distal end of at least one of the 
tapering portions". The distal orifice of the first and second distal portions appears to be the 
same as the "at least one distal orifice" of the tapering portions of claim 96. If this is applicant's 
intent, the claim needs to be reworded to indicate that the "at least one distal orifice" of claim 96 
comprises a first distal orifice on the first distal portion and a second distal orifice on the second 
distal portion. Furthermore, the first and second distal portions appear to be the "at least one 
tapering portion" of claim 96 but this is unclear in the claim. 

10. Claim 101: the wording of this claim regarding "an assembly of proximal and distal 
stents" is unclear since the proximal and distal stents do not reference earlier claimed stents (no 
"the" or "said"). It is suggested that the claim be changed to claim 96, wherein an assembly 
of the proximal and distal stents are configured...". The claim must include "the" in front of 
"proximal" in order to clarify that the stents of claim 101 refer back to those of 96 and are not 
additional proximal and distal stents. 

1 1 . Claims 102 and 103: "the" should be inserted between "the assembly of" and "proximal" 



Claim Rejections - 35 USC §102 

12. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351 (a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 
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13. Claims 96-99 and 101-103 are rejected under 35 U.S.C. 102(e) as being anticipated by 
Martin (US 5,575,817). Martin discloses an apparatus for reinforcing a bifurcated lumen 
comprising a proximal stent (1) having a proximal and distal end, the proximal stent further 
having a proximal orifice at the proximal end to be located in and when expanded to be 
supported by a vascular vessel, at least one distal stent (2) having a proximal and distal end. 
The proximal stent has two transversely placed tapering portions that extend from an 
intermediate portion to the distal end of the proximal stent to reinforce the bifurcated lumen. In 
particular, note that the sections near reference numbers 1 and 5 in fig. 4 are tapered. These 
sections extend to the distal end of the proximal stent. The proximal stent has a distal orifice at 
the distal end of at least one of the tapering portions which, when expanded, serves to receive 
the proximal end of the at least one distal stent. The proximal stent and the at least one distal 
stent each comprise an expandable stent constructed with a wire skeleton having one or more 
parts that extends from the proximal to the distal ends. The CSA of the proximal end of the 
distal stent (2) is larger than the CSA of the distal orifice of the proximal stent so as to partially 
secure together the stents when the distal stent is expanded within the proximal stent (col. 3, II. 
29-36). 

14. Regarding claims 97 and 98, as best understood, the proximal stent of Martin can be 
considered to have two intermediate portions, each of which are tapered to form distal portions 
with distal orifices. One of these tapered portions can be considered the relatively short inclined 
extension that enables the distal stent to be located therein and secured thereto when the short 
extension has been expanded. 

15. Regarding claim 99, see platinum wire (12). 

16. Regarding claim 101, the proximal and distal stents are configured for placement at a 
bifurcation. The proximal stent includes a lumen (within 5) that is configured to be disposed 
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entirely within the vessel and is adapted to secure to the distal stent configured to extend into 
one of the two branched vessels. 

17. Regarding claim 102, in figure 4 of Martin, the proximal portion of distal stent (2) and the 
distal portion (5) of proximal stent (1) are both tapered and cylindrical and therefore form 
frustoconical shapes. Martin discloses that the proximal portion of distal stent (2) fits within distal 
portion 5) and therefore the distal stent includes a frustoconically shaped male engaging portion 
and the proximal stent includes a frustoconically shaped female engaging portion. Martin further 
teaches that these portions form an interference fit and therefore the portions engage each 
other to resist longitudinal movement. Each of these portions comprises a stent made of a wire 
skeleton since the entire device is made from such a skeleton covered with graft material. 

18. Regarding claim 103, the distal stent has a fabric layer covering its outer surface. Since 
the proximal end of the distal stent is placed within the distal end of the proximal stent, the fabric 
layer will be between the male and female portions. This will form a substantially fluid-tight seal 
since the male and female portions are interference fit. 



Claim Rejections - 35 USC §103 

19. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

20. Claim 100 is rejected under 35 U.S.C. 103(a) as being unpatentable over Martin '817 in 
view of Liebig (US 3,805,301). Martin '817 discloses the invention substantially as stated above 
including radiographic indicia on the proximal and distal stents (wire 12). The wire of Martin '817 
goes around the entire circumference of the stents and therefore the image of the radiopaque 



Application/Control Number: 08/461,402 Page 7 

Art Unit: 3731 

markers will not vary with the rotational orientation of the stent. However, Liebig teaches that it 
is well known to provide markers along the longitudinal axis of a stent such that the rotational 
orientation affects the shape of the marker. In particular, if the graft is twisted at all, the marker 
will be twisted. It would have been obvious to attach the wire of Martin '817 in a longitudinal 
manner as taught by Liebig so that any twisting of the graft structure can be easily determined 
by viewing the marker. With this modification, the radiographic image of the radiographic indicia 
varies with rotational orientation of the stent. 

21. Claims 96-99 and 101-103 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Papazoglou (US 6,098,630; "Papazoglou") in view of Martin '817. Papazoglou discloses an 
apparatus for reinforcing a bifurcated lumen comprising a proximal stent having a proximal 
orifice at a proximal end and at least two transversely placed tapering portions that extend from 
an intermediate portion to the distal end of the proximal stent (see fig. 11, especially tapering 
near reference number 34). The tapering portions have a distal orifice at their ends. Papazoglou 
fails to disclose that the proximal stent comprises a wire skeleton and also fails to disclose at 
least one distal stent that is expanded within the distal orifice of the proximal stent. 

22. Martin '817 teaches including a wire skeleton stent within a graft used to treat a 
bifurcating lumen. Furthermore, Martin '817 teaches that the proximal end of this distal stent has 
a larger CSA than the CSA of the orifice of the proximal stent in which it is placed to form an 
interference fit. It would have been obvious to one skilled in the art to have modified the device 
of Papazoglou to include a distal stent that fits within an orifice of the tapered portion of the 
proximal stent as taught by Martin '817 as well as including a wire skeleton in order to be able to 
reinforce the graft material itself and to be able to treat the branching vessel in the event that the 
aneurysm continues into the branching vessel. 
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23. Regarding claims 97 and 98, as best understood, Papazoglou discloses a proximal stent 
having two tapered portions each comprising relatively short inclined extensions with distal 
orifices to enable the distal stent taught by Martin '817 to be located therein when the short 
extension has been expanded. 

24. Regarding claim 99, Martin '817 teaches radiopaque wire (12). 

25. Regarding claim 101, the proximal stent includes two lumens that are capable of being 
disposed entirely within the main vessel if the device is moved upward as viewed in fig. 1 1 of 
Papazoglou. 

26. Regarding claims 102 and 103, as discussed in more detail above, Martin '817 discloses 
in figure 4 that the proximal end of the distal stent and the distal end of the proximal stent may 
be tapered. This results in a furstoconical shape to both portions. Martin '817 also teaches 
inserting the proximal end of the distal stent within the distal end of the proximal stent to form a 
male-female type interference fit. The distal stents are covered with a graft material. This 
material is interposed between the male and female engaging portions when the distal stent is 
inserted into the proximal stent. 

27. Claims 104 and 106 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Papazoglou in view of Martin '817 and Martin (US 5,653,743; "Martin 743"). Papazoglou 
discloses a proximal expandable stent having two transversely placed tapering portions that 
extend from an intermediate portion to the distal end of the proximal stent and have distal 
orifices at their ends. Martin 743 teaches that it is known to provide distal stents in both distal 
orifices of a bifurcated proximal stent (see "18" in fig. 5; col. 4, II. 15-21 which discloses treating 
the internal iliac artery too, formerly known as the hypogastric artery)). Martin 743 further 
teaches that the graft may take the form of a wire skeleton covered by a graft material to provide 
sufficient support for the graft material. It would have been obvious to one skilled in the art to 
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have modified the device of Papazoglou to deploy distal stents in both tapered portions of 
Papazoglou in order to treat the vessel in the case where the aneurysm affects the branching 
vessel as well. Martin '817 teaches that it is well known to provide such a distal stent with a CSA 
that is larger than the CSA of the portion of the proximal stent into which it fits and is thereafter 
expanded within in order to form an interference fit (col. 3, II. 29-36). It would have been obvious 
to one skilled in the art to have modified the device of Papazoglou to size the proximal and 
distal stents in this manner so that it too would have this advantage. 

28. Claim 105 is rejected under 35 U.S.C. 103(a) as being unpatentable over Papazoglou in 
view of Martin '817 and Martin 743, as applied to claim 104 above and further in view of Chuter 
(US 5,562,726). Papazoglou in view of Martin '817 and Martin 743 discloses the invention 
substantially but does not disclose securing the proximal and distal stents with suture. However, 
Chuter discloses that it is well known to use suture to attach distal graft legs to a bifurcated 
proximal graft (see figs. 28 and 29). It would have been obvious to one skilled in the art to have 
further modified Papazoglou to include securing the proximal and distal stents with suture as 
taught by Chuter to provide additional means of preventing the stents from separating. 

Response to Arguments 

29. Applicant's arguments with respect to claims have been considered but are moot in view 
of the new ground(s) of rejection necessitated by the amendment adding all new claims. 

Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). Applicant 
is reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
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MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 

Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to KATHLEEN SONNETT whose telephone number is (571)272-5576. The 
examiner can normally be reached on 7:30-5:00, M-F, alternate Fridays off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Anhtuan Nguyen can be reached on 571-272-4963. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private 
PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you 
would like assistance from a USPTO Customer Service Representative or access to the 
automated information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

KCS 6/30/2010 



/Anhtuan T. Nguyen/ 

Supervisory Patent Examiner, Art Unit 3731 
7/1/10 



